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16^, 2005 _ 

m<ST.fa.12(31).— sffafa 3#7 wrot fwr, 1945 aft? ^?rNFr ^>7# % frTIT <t)fiwq 

fwrf M, 7T7W, 311^4^*, 3#r 7p4 3Tfofa d«*>M 

< H<rl l ^ c hK 3 W# ^7# % Wld, 37fafa 3ft7 TRTT^R 7TTOft 3lfaft7PT, 1940 (1940 
23) «n7T 6 % 7Tl«T itf3cT «n7T 33 5 ^ WTT7T (2) % WS (^p) 5TTT SFtT 

^ «nwi ■qisril t'j 3lH(PiqM «JT7T 33 <?3M^kl (1) 3T^n^7H7 ^ TWl «l[4ri4l 

^IHchKl % far? fcR#> SPTI^ffr F^ ^ 7T*T1^RT t, Hchlftlrl f^IT «I 3?]? ^F 7J*HT ^ 
*lTcft t 3*RT 3JT7*T TWrf ^7 37T cITTfe 4 famt 37T 7FTCF yfrM, iwf *1F 3#R££RT 
ychlf^m eft ^Trft t, ^jRTTT ^ft ^PTT ft ^TTrft t, %T#7T f^T ft) 3pftj eft 7Wlfft % W^TrT 

3Tlftq 3#7 Tp^I, ftF^ft, Tlfft?, STPpft, ft*T ^ fflfte fclforHl, ftl?r ^ 

glftftft (SflRjft) fcnTFT, 3#T hRqIK WTFT 44M4, *Ikftq Ushl-H ft'dl-Md) W, 

fefr-110001 ^fti}ft^T7ftft; 

-dMijc+ri fftftfte: 3T5if^r % ft?r?, fftrft <ft ^rT fftft °ftftr ft ftft 7j^rsf 

STlftq'TTM ftft ^ 4ftk 'H< e fK S*T7T %*IT '*m i ll I 

ft<DT 

1. (O *^1 ^TR 3TWf^T 3TFTWT Wflft ( fi^H, 2005 % I 

(H) ^3#P7 3#^j^%^Kir^'dl^ TTRte^SfrT^I 

2. 3fN^T 3#7y7Tm7TP#1WT, 1945(1^t ^Iwi WWI) 

4 - 

(^) )WT 163 % faHfaftlrl 3P7T. 72#RTf^TWTT, 3^:- 

1520 GI/2005 (1) 


ifaret 7T° T^f-33004/99 



3TRcT 

%\iz (Baxette 


3T7ITWn3T 





THEGAZb'lTEOF INDIA: EXTRAORDINARY 


[Part II—Sec. 3(i)| 


3f|? ^HIHl 3ftlfaftf #^1 IT %lftt 3?Nfft 



(3) 

(4) 

(5) 

( 6 ) 
(7) 


CfjpLf- 1VIS *-ii-i^ii\ii T « • — '■ c" ' " 

3TT^, ftrar 3ft? ^flHt (ft Wl) 3ft#lftf ^ 3N^f aftftft 

y i ^lTi^i r ^ % ~^T ^ ~^FT ~^3?^TT I 

7 ^ 31(^Sfi, T?rat, ■‘•^ilHt 3ftftftftt 3ft? »iM H^sfd % HMcftl ^T f^T?T I ^ _^ 

snffc, 3ft?^THf sftlfftftt %ftft^^Wh”! ^R^RT#3^rHW^t 

3^,fcrar3fr?^?Rf( ittt*t ft) wm\ ftwM^^ 3ftftftftt%frmft^ 

TTWTm 3ft? cR?cff?f ftt WW <<sHI 

- ~ v« v r\ 

3?Pjftl, fest 3n? 

% I 


ftft 3RT cfjT^ocff H WFT 1>7^T ftt ftftfa ?T?^>T? £T?T ?ftft 


163 71 3TF#^, foST 3ft? ^TRt 3ft#pft % W ft 3Tfafa ^ftl^TMT % ^ ^ 

3TT5^^, 3tt? ^=fr 3TN^Tf % ^r ^ f^Tr ^TXTrtT 

163TT ^^^ ^ftw(1) 3tf^fWTiff 1 lftf^nT21 IT ^ 

*mr 25 Hi <mm (1) * 33 n % ata aifft. few *>* SltrfS 

mrif^Mfeaw 

(2) ^3^TOT#^5^^ : ^ ; S^ 3 ^ ft;!,,;Sn ^ T '' _ 

163^ 

3^r#pft % fair ftl^ iftFWTHT, MiPnnisfls C3 tR m^) WT ^ ^ 

4 ufafci foftf 3ftftinft m #?n Wtt ^ ^ m ^ ^ ^ ^ 

aiMfer^TT i 

1635 ftR#m *t ^ % ^ 

'«' — ***** 


[^PTII—~g^g3(i)] 


to ^>1 iww: 


3 


fa) 


( 1 ) 


WT 1 



w sprT: ^facrf^iMi^n, srafar- 


" w? 1-^ 
(£m 163 


mate 



OjCT^Fr, h’a'Ih 
sRWIT. 


^T - #, 


1h^i+, mate 

4 3Tf^T 3ftr waft srfsrfwr, 1940 ^«trt 11(2) «trt 25(4) #? w33-^r%FWtf 

% -ST^ft^T (J'+i 3fNfa aX, Pri'H'M-§1*11 dldlfacl *l*JHI, (*1*^4) ^tNt ^TT IdWh 0 ! % 

7?T \ ^ ^ t fa wa *1T % mRuIIh! ^ fcfa W "MWM4 TKR ^ 

■^STTtr | 

2. ifa^R?ifaFWlfa.I I 

3. 3#r^IcT 3FRRT ^ fafi»|td4i. 

4. . 

5. ---■??. ^ ^ 'FRT 4R Ft Ft t I 


cTRfa. 


\ i fN .- _ ,t ^ 

y im^ci F^^TT^R^kIi * 

(ii) W*X 2 % M^-dTrl, JdHfafacI 3RT: ^|Rld faifl ^fltpTT, 3T«far: 


"vm2ai 

(fam 163^3feir) 

iTRcfa 3faf«r Td^qcb % tete ^SR -H-lchKl id^'45 U'^lWHl ^ ^ ^T fak'fal 43T 
MTO I 


FF JWlfad fo*TT ^TRTTI fa wfa..^ 4^/^1, -- - 

■^T^TT#TT, dl'dlfal f, .cTRfa.• . 

. ^.. . . . ^ W<T f3TT qT, dM/td^W FR ffaTT wl## dM/fd^d ^ 

team iHHldfiad t- 
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2. % 'HH'M HT <rtMl PimRiksici <^ll Tf sft :- 

3. 3T^t^FcTT^rft H>t TFT H f^#lferT W^ff ^ Hip sMq TOTCH Wifi 

3#riHHH, 1940 3TR 3THk HHIH TR fWTt 3 W HtTHlfacT HTHH> c^lldd HT 

t :- 

HT 

siwcTraifr tth H fHRfafeiri htttt ^ Hip 3 Mh afa twitch httrttV 3#jIhhh 
1940 3TR TfHtH HHTTi P fHHHf 4 HH4> eWliddl HH H# II 

‘fem : # ?pH it htc t i 


HTW (WTTT.) 

WT HTH, WW 3TtT %T 

M^IVIHIHHHIH3#TH?TT. 

3plf^T^T. 

(H) H3tT FT fHHHT % HFT TFJTJHl H % HTHRT, pTRMlIcT TFJTfHt TRT ^#TcT 


MliW(ei?<^'* u l ^ f«DW 


(pTHH 163 t*^|) 

HTfR+Kl % PHlJ HT % TdlJ 4^1' 

^rirlHT (cufcta«i <t)l HHW 


250.00 


^g^TT^TTH 

HTTFT HT SfHHTTH HTFT HT 50 

I^r^^lOTpFt 


TFH W3 fcl'R H^HTTRk 

f4>4l «THl Tffcrt I 

tpeT <HbPl HtI 4<I*?IT 

HlpTT 3MHHi HvcHl HIHlft 

^hhtNtt 

H^H^r%3pTRG4ll4rHcb 9£HH 
Hffanf 3TR HT fHHHH 


750.00 

2500.00 

500.00 

1000.00 

500.00 

750.00 

250.00 

250.00 

250.00 


(Hr) HIHFT 


100.00 
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Ol) ?T%TT^rr 
00 3iM 3m 
12. ^frl* <W|i)fHcb L|^ 


13. 


14. 

15. 

16. 

17. 

18. 

19. 

20 . 
21 . 
22 . 

23. 

24. 


3T?pJcfT, «TFT 
3^TJ^T, 

3fFTtlfcT •W|g| 4) < *K u I IJ^T, 

$H ^Ml ’^ c h'HM-^r i S c h %fc^ 

M)lfVlrl ^nfcr 
37WT^^I^? 

3ikJPi<*> 'Jii'c) 



WT sfafa ^ ^ ^ tft ^ TT^r # 

wtfj firew ^kkl^l 

TTOTSR WWVdlSd-H/sblH 
^ WT ^ ^vEcft -HIHifl ^ 

(^def) q^<g ^fasT) 

25. 4)■cql <MI%{] ^ 

■ ||L : HS^M ^(mo 

27. 37^ych>i *1M 


200.00 

400.00 

300.00 

100.00 


250.00 

250.00 

250.00 

250.00 

300.00 

2500.00 

1000.00 

1000.00 

500.00 

500.00 

125.00 

100.00 

150.00 

1000.00 




fc^FT: Hl'i'i % % TO/ 3^T mRcik '3V<r i ll u l % 3TT*Jcfc, zfjTf ^ H l fotdcft 

f^ri^rfFT, f^gC f^TFT % ^ ^FRrll^ 3Tfafe % fair ifosf y^UJIMI % 


[4. %. ii 020 / 3 / 2000 -^ (3irp) ] 

<TRT^f, «faq 


^f^TT ; ip 3lft^r *. T^. 28-10/45 1^ ( 1) irTTfa 21-12-1945 5RT W %TT*m4’ 3TOf?m %tr 

77 ^ % arfiR^K-^.^iA 285(au) enrter 11 -q£ 2005 srcnreitaT-foqnFiji 

l $X* -^4 % S~~~x~, 
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ministry of health and family welfare 

[Department of Ayurv eda, Yoga & Naturopathy, Unani, Siddha and Homoeopathy (AYUSH)] 

NOTIFICATION 

New Delhi, the 16th May, 2005 


G.S.R. 312(E).—The following draft of certain rules further to amend the Dmgs andCo 

Rules 1945 which the Central Government after consultation with the Ayurvedic, 
sfddha and Unani Drugs Technical Advisory Board proposes to make in exercise of the 
powers conferred by clause (a) of sub-section (2) of section 33-N read with serfion 6 of 
the drugs and Cosmetics Act 1940 (23 of 1940), is hereby published as required by sub¬ 
section^ 1) of section 33N of the said Act for the information of a11 persons likely to be 
affected thereby and notice is hereby given that the said draft rules will be taken into 
consideration after the expiry of a period of forty five days from the date on which copies 
of the Official Gazette in which this notification is published, are made available to the 

public; 

Objections or suggestions, if any, may be addressed to 
of Ayurveda, Yoga & Naturopathy, Unani, Siddha & Homoeopathy (AYU )» W 
of Health and Family Welfare, Indian Red Cross Society Building, New Delhi 110 , 

Anv objection or suggestion, which may be received from any person with respect 
to the said draft rules within the period specified above will be taken into consideration 

by the Central Government. 

DRAFT RULES 


1 (a) These rules may be called the Drug and Cosmetics (Vlth Amendment) Rules, 2005. 


(b) They shall come into force from the date of issue of final notification. 

2 In the Drugs and Cosmetics Rules, 1945, (hereinafer refererred to as the said rules), 
(a) after rule 163, the following shall be inserted, namely.- 


“Pharmacopoeial Laboratory for Indian Medicines to faction as Central 
Drugs Laboratory for the purpose of testing or analysis of Ayurveda, Siddha 

and Unani drugs 


163.A Functions - The functions of the Pharmacopoeial Laboratory for Indian 
Medicine shall be: 


(1) To lay down Pharmacopoeial standards on Ayurvedic, Siddha, Unani drugs. 
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(2) To function as Central Appellate Drug Laboratory for testing of Ayurveda, 
Siddha and Unani (ASU) drugs. 

(3) Development of standards of new Ayurvedic, Siddha Unani drugs and testing 
methods. 

(4) To analyse or test such samples of Ayurveda, Siddha and Unani drugs as may 
be sent to it under sub-section (2) of section 11, or under sub-section (4) of 
section 25 of the Act. 

(5) To maintain reference museum and herbarium for the drugs used in Ayurveda, 
Siddha and Unani (ASU) system. 

(6) Training centre for quality control and standardization of Ayurveda, Siddha 
and Unani Drugs. 

(7) To carry out such other duties as may be entrusted by the Central Government. 

163.B The functions of the Central Drug Labortory in respect of Ayurvedic, 
Siddha and Unani drugs shall be carried out at the Pharmacopoeial Laboratory for 
Ayurvedic, Siddha and Unani medicine, and the functions of the Director in 
respect of the said drugs shall be exercised by the Director of the said laboratory. 

163.C Despatch of samples for test or analysis - (1) Samples for testing or 
analysis of Ayurveda, Siddha and Unani drugs under Sub-section (2) of Section 
11 or sub-section(l) of section 25 and section 33-H of the Act shall be sent by 
registered post in a sealed packet, enclosed with a memorandum in Form 1 A, 
specified in Schedule A, in an outer cover addressed to the Director, 
Pharmacopoeial Laboratory for Indian Medicine. 

(2) The packet as well as the outer cover, shall be marked with a 
distinguishing number. 

(3) A copy of the memorandum in Form 1A and a specimen impression of the 
seal used to seal the packet shall be sent separately by registered post to the 
Director, Pharmacopoeial Laboratory for Indian Medicine. 

163.D Recording of condition of seals - On receipt of the packet, it shall be 
opened by an officer authorized in writing on that behalf by the Director, 
Pharmacopoeial laboratory for Indian Medicine, Ghaziabad, (Uttar Pradesh) who 
shall record the condition of the seal on the packet. 

163.E Report of result of test or analysis - After test or analysis, the result of 
the test or analysis, together with full protocols of the tests applied, shall be 
supplied forthwith to the sender in Form 2A as specified in the said schedule. 

I63.F. Fees - The fees for test and analysis shall be as specified in Schedule B-l 

163.G. Signature on certificates - Certificates issued under these rules by the 
Pharmacopoeial Laboratory for Indian Medicine, shall be signed by the Director 
or by an officer authorized by the Central Government to sign such certificates.” 

(b) in Schedule A to the said rules:- 


,# • 
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(i) after Form 1, the following Form shall be inserted namely > 

“ FORM 1-A 
(see rule 163 C) 

Memorandum to the Pharmacopoeia! Laboratory for Indian Medicine 

(PLIM) 

From. 

(Full name. Designation & Postal address of the sender) 

Serial No. 

To the Director, Pharmacopoeia! Laboratory for Indian Medicine, 

I send herewith under the provisions of section ll(2)/section 25(4) and section 
33-H of the Drugs and Cosmetics Act, 1940, sample(s) of a drug purporting to be 

.for test or analysis and request that a report of the result of the test or 

analysis may be supplied to this Court. 

2. The distinguishing number on the packet is. 

3. Particulars of offence alleged. 

4 Matter on which opinion is required. . 

5. A fee of Rs.has been deposited in Court. 

* 

Date. 

Magistrate / Authorized » 
Signatory;” 
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(ii) After Form 2, the following shall be inserted, namely: 


“FORM 2 A 


(see rule 163 £) 

Certificate of test or analysis from he Pharmacopoeial Government Analyst 
Laboratory for Indian Medicine Government Analyst 

Certified that the samples, bearing number .purporting to be a 

sample of .received on .with 

memorandum No. dated .from .has been 

tested/analysed and that the result of such test / analysis is as stated below. 


i. 


The condition of die seals ou the packet on receipt was as follows:- 


*3. In the opinion of the undersigned the sample is of standard quality as defined in 
the Drugs and Cosmetics Act, 1940, or rules thereunder for the reasons given below. 


Or 

In the opinion of the undersigned the sample is not of standard quality as defined 
in the Drugs and Cosmetics Act, 1940, or rules thereunder for the reasons given below. 
Note: * delete whichever is not applicable.” 


Date 

Place 



(Signature of the Analyst-Person-in-Charge of testing) 

(F.No....) 

Name & Designation & Seal,... 

Name & Address of the Laboratory. 

License No. 














JO THE GAZETTE OF INDIA: EXTRAORDINARY _ [Part H— Sec. 3(i)l 

(c) After schedule B annexed to the said Rules, the following schedule shall be inserted, 

namely, - 


SCHEDULE B— 1 
(see rule 163 F) 

FEES FOR THE TEST OR ANALYSIS BY THE PHARMACOPOEIAL 
LABORATORY FOR INDIAN MEDICINE (PLIM) OR THE GOVERNMENT 
ANALYST. 


Type of testing/analysis 


8. Test for Sterility 

9. Abnormal toxicity or undue toxicity or safety test 

10. Determination of lethal doses LD 50 to 10 on Mice 
11 (Chemical test for each ingredient 

12. Disinfectants 


13. Any other test requiring animal experimentation 

14. Microbiological assay 

8. Microscopic examination of single drugs 

9. Microscopic examination of raw material of compound drugs 

10. Chemical identification as per Pharmacopoeia 
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(a) Ordinary 

(b) Sugar coated 

(c) Enteric coated 

12. Physiochemical Assays 

13. Tests other than assay (limit tests for impurities, ash content, 
total solids, acid value, iodine value, saponification value, loss 
on drying etc.) for each test 

14. Optical rotation 

15. Refractive Index 

16. Arsenic testing ' ■ 

17. Paper chromatography 

18. Thin layer chromatography 

19. Column chromatography 

20. Gas liquid chromatography 

21. H.P.T.L.C. restricted to single drugs qualitative 

22. Atomic absorption Spectrophotometry 

23. Cosmetics / tailas / creams 

24. Identification test for raw material of plant origin 
(other than assay of constituents) 


Cost of testing or 
analysis in Rupees 

250.00 

750.00 

2500.00 

500.00 

1000.00 

500.00 

750.00 

250.00 

250.00 

250.00 

100.00 

200.00 

400.00 

300.00 

100.00 


250.00 

250.00 

250.00 

250.00 

300.00 

2500.00 

1000.00 

1000.00 

500.00 

500.00 

125.00 
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25. Identification test for raw material of chemical origin 100.00 

(other than assay) 

26. Limit test for drugs of chemical origin 150.00 

27. Other miscellaneous tests 250.00 to 

1000.00 


Note - (1) Sample testing charges will be determined /revised by the Director or 
Government Analyst of the Pharmacopoeial Laboratory for Indian Medicine, as the case 
may be in consultation with Department of Ayurveda, Yoga & Nathuropathy, Unani, 
Siddha and Homoeopathy, Ministry of Health and Family Welfare.” 


[No. K. 11020/3/2000-DCC (AYUSH)] 
TARA DATT, Jt. Secy. 


Foot Note: The Principal rules were published in Official Gazette vide Notification No. F. 28-10/45-H (I) dated 
21-12-1945 and the last amended vide GSRNo. 285(E) dated 11-5-2005. 
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and Published by the Controller of Publications, Delhi-110054. 





